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with respect to the Notice of Appeal filed on Feb. IL 2004 . 
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IN 1 Hli UNITED STATES PATENT AND TRADEMARK OFFICE 
BEFORE THE BOARD OF PATENT APPEALS AND INTERFERENCES 


Applicants : 

!_Nvpc;sct al 

09/834,138 

Docket No. : 

IL-10691 

Serial No, : 

Art Unit : 

1743 

Filed : 

April 12, 2001 

Exaniincr : 

Lyle Alexander 

For : 

SOLID PHASE MICROEXTRACTION FIELD KIT 


BmEF ON APPEAL cEMpSaMTER 

Commissioner for PaLeuts SEP 0 3 200^1 

Alexandria, VA 22313-1450 

Dear Sir; 

Appellants hereby appeal to the Board 'of Pal'er\t Appeals and Interferences 
from the decision dated August 11, 2003 of the Examiner finally rejecting Claims 1- 
19. Appellants respectfully request that this Brief be fully corusidcrcd by the Board 
and that the lixainincr's rejection of the claims be reversed for the reasons stated 
herein. 


PI- 


PAGE 6/23*RCVDATm045:41:37PM [Eastern DayOghtTinie]»Sffi^ 


SEP-03-04 FRI 03:04 PM LABORATORY COUNSEL 


FAX NO. 9254238259 


P. 07/23 


1, Real Parties in Interest 

The rcol pnrtics in interest are Ihe Regents of the Universily of California 
and the United Slates of America as represented by the United States 
Dopnrtnicnt of Energy. 

IF. Related Appeals and Interferences 

Appellants know of no other appeals and interferences whicli will directly 
affect or bo directly affected by or have a bearing on the Board's decision in the 
pending appeal. 

IIL Slalus of the Claims 

Claims 1-19 arc pending in this application. Of these, claims 1, 11, 13, 15, 
and 16 are independent. Claims 1-19 stand finally rejected as obvious. 
All ponditig claims are appealed, 

A complete copy of the claims Involved in the appeal (as amended durijig 
the course of liais application) Is presented in Appendix A. 

IV. Status of Amendments 

All amendments have been entered. No amendment under 37 CFR 1.116 
has boon filed. 
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V. Summary of the InvGntion 

Hie iiivenlion is set forlh in the claims, with certain specific embodiments 
deacribed in the specification. Gcncrt'illy speaking, and without prejudice to the 
scope of the claims, the invention relates to SPMR sample coUeclion. More 
particularly, the invention relates to a field-deployable SPJVIE kit having all 
nocessoiy equipment for performing SPMB collection, isolation, and 
concentration, and including a plurality of hermetically sealed transport tubes 
each securely retaining and trar)Sporting a SPME fiber syringe assembly. The 
transport tubes are all carried within a corrunon casing, with the ti^ansport lubes 
funcliojiing Lo prevent cross-contamination between SPME fiber syringe 
assemblies which may be possible due to external contamination of any one of 
the SPME fiber syringe assemblies^ 

VI. Issues Presented For Appeal 

Tlie following ullimatc issue is presented for appeal: Whether claims 1-19 
would have been obvious under 35 U.S,C, §103(a) over "Optimization of the 
SPME device design for field applications" by Pawliszyn et al (hereinafter 
''Pawltszyn") or U.S. PaL No, 5,693,228 to Koehler et al. (liereinafler ''Kochler") 
in view of Pat. No. 5,672,883 to Reich (hereinafter ''Reich '0 and further in 
view of U,S. Pat. No, 4,195,059 to Wliilcher et al (hereinafter ''Whitcher") or U.S. 
Pat. No. 4,303,610 to Sardisco et al (Iwinaflcr "Sardisco")? 
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VII, Grouping of Claims 

Claims 1, 3, 5-8, 10-13, 17 and 19 stand or fall together. Claims 2, 9, and 16 
stand or fall together. And claims 4, 14, 15, and 18 stand or fall together, Ead^ of 
these three groups of claims differ in scope, as described in detail below. 

VI I L Arguments 

A. A ppellants^ claims 1.-19 arc not obvious over Pawliszyn or Koehler in 
view of Re lcbf and fu Tjther view of Whitcher or Sardisco 

Claims 1-19 are rejected under 35 U.S.C. §1 03(a) as obvious over 
Pawliszyn or Koehler in view of Reich, and further in view of Whitcher or 
Sardisco. In support of those rejections, the Hxaminer stated that PawHsj^yn or 
Koehler teaches SPME fibers within syringe housings and septums, Reich leaches 
means to protect a syringe assembly during transport, and that it would have 
been within the skill in the art to modify Pawliszyn or Koehler in view of Reicli 
"io provide a protective container having an interconnecting top and bottom portion to 
gain the advantages of preventing premature discharge of the syringe's contents and 
providing easy/safe disposal of contaminated syringes" Furlhermore, the Examiner 
also stated that it would have been within the skill in the art to %ring together alt 
of the essentials in the form of a kit to gain the above advantages" such as "supplying all 
of the necessaries to perform the test and obviate the problem of trying to assemble the 
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components in n hasty fashion possibly missing essential elements. Kits are also 
advantageous because they are comniercially expedient/' 

Al. No sug ges tion or inotivaHon exists in the art for combinin g 
or modifying the FawHs zyn o r Koehler references with the Reich 
reference 

Appellants rcspccti'uUy submit tliat the 103(a) rejection of the claims is 
inappropriate for want of prima facio support of obviousness. This is in view of 
MPLil' § 2142 whidi States that to establish a /acre case of obviousness, 
''there must he some stiggestian or motivation, either in the references themselves or in 
the kiwioledge generally available io one of ordinary skill in the art, to modify the 
references or to combine reference teachings, " Furthermore, the teaching or 
suggestion to mnke the claimed combination must be found in the prior art, and 
not based on applicant's disclosure, as stated in /rt re Yaeck, 947 P.2d 488, 20 
USPQ2d 1438 (Fed Cir. 1991). 

In Pawliszyn, various configurations of field portable SPMH samplers are 
disclosed for the purpose of minimising sample losses from the SPME fiber and 
of fiber contamination durit>g ttimisport and storage. For o-xample, a silicon 
rubber seplum is provided in one embodimei^t to seal the tip of a needle where 
the St^MR fiber is retracted during storage. In another embodiment, a two-leaf 
closure is configiirod to be opened at\d closed by adjusting a finger-tight nut, 
with the needle of the SPME sampler sealed inside the two halves of the closure. 
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In a third embodiment, a Teflon cap is provided to cover and seal the SPME fiber 
during transport and storage. And in a fourth embodiment, a valve is provided 
to seal a retracted SPME fiber inside the barrel portion of the SPME syringe 
assembly, hi all four examples, only the SPME fiber is scaled and protected from 
exposure, and not the entire SPMB fiber syringe assembly. And Reich discloses a 
combination radiological pig and sharps container to provide radiation shielding 
of a common syringe assembly containing radiological material. 

There is no leaching, suggestion, or motivation, however, in Pawliszyn, 
Kochlcr, or Reich to seal and protect a SPME fiber syringe assembly using a 
sealed transport Uibe, as required in independent claims 3,11, 13, 15, and 16. 
Appcllanls submi t the SPME fiber syringe assemblies, i,e. SPME field samplers, 
described in Pawliszyn or Koehler are strucltirally and functionally distinct from 
the common "syringe assembly"' described in Reich. When radiological material 
if^ contained in tl\e syringe assembly of Reich, the common syringe assembly has 
no capability, built-in or otherwise, for sealing and/or radiation shielding the 
radiological material. The combination radiological pig and sharps container of 
the Reich patent is therefore utilized to address this specific problem by 
providing ''some degree ofradinfion shielding/' (column 1, lines 48-51)' as well as 
protection against ''the risk of injury yoeed by the sharp hypodermic needles" (column 
1, lines 51-58), 

In contrast, and as correctly noted by tlie Examiner, SPME field syringe 
assemblies such as those described in PawlissiyiA or Koeliler are already provided 
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ivilh sealing caps or sephmis, built-in or otherwise, at or near the tip of the active 
SPMR fibor, for sealing the fiber when retracted for storage or transport. As 
jnentioncd in Pawltszyn, this is bccoiuse "The most imporiant requirement fora 
relinble field sampler is the minimizalion of sample losses from the SPME fiber and of 
fiber contaminalion during transport and storage" Thus, whereas the common 
syringe assemblies in Reich require a separate container to ensure against 
radiation leakage and contamination, SPME collector /field samplers are already 
provided with means for fiber sealing and sample protection. Consequently, 
there is no teaching or suggestion to combine either Pawliszyji or Kochler with 
Reich to further sea l and store an already se ajed SPMH syringe assembly in a 
separate lrat\sport tube. Nor is there any motivation taught or suggested to do 
so. 

A2. No stTggeslion or motivation exists in the art for providin ^a 
plurality of h e nnetlcally stealed transport tubes for individually 
c ontaining SI^ME fiber syringe assembl i es in a common casing 

Also in support of his 103 based rejections of claims 1-19, the Hxaminer 
slated the art is silent to the assembly of a plurality of SPME fiber syringe 
assemblies in a kit, but that according to Stljeg is Paper Co, v. Ben-dns Co.. Inc. 
^'duplication of parts futs no significance unless a new and unexpected result is achieved. 
It is advantageous to duplicated parts in a test kit so that multiple tests may be performed 
from the same packaging which avoids waste and makes the testing more economical 
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Contrary to the Examiner's view, however, dupUcation of the transport 
conlainer!5 of the present invention is not simply to allow the conduction of 
multiple lesLs for economy and efficiency re^^sons. The plurality of hermetically 
^sealed transport Lubes are all carried within a common casing, and function to 
prevent cross-contaminalion between SPME fiber syringe assemblies wWch may 
be caused by exterior conlamination of any one of the syringe assemblies. This is 
an important goal of the present invention for which there is no teaching or 
suggestion in any of the cited references. While the prior art leaches sealably 
storing SPME fibers witliin syringe housings ai^d septums to prevent 
contamination of tlie fiber, it does not address the possible contamination of the 
SPME syringe housing itself during sampling, and the possible communicatioi v 
of such contaminants to other syringe assemblies and fibers. It is appreciated 
that the mere fact that references can be combined or modified docs not render 
tlio resultant combinations obvious unless the prior art also suggests the 
dcsirnbility of the combination. Clearly, tliere is no sudi suggestion or 
niotivation in the cited references. 

A3, iSfo suggestion ot motivation exists in the ait for further 
combining or mo dif ying the Tawliszyn, Koehlen and Reich 
references with the Whitcliev or Sardisco references 

The Examiner also staled lliat Wlutchcr and Sardisco ''teach test kU$ 
supplying all of the necessary Hems as well as instrucUons for use in a carrying case, 

-8- 

PA6E 13/23 ' RCVD AT 9/312004 5:41 :37 PM [Eastern Daylight Time] ' SVR:USPTO-EFXRF-1/0 ' DNiS:872930S ' CS1D:92S4238259 ' DURATION (mm^s]:11^8 


SEP-03-04 FRI 03:07 PM LABORATORY COUNSEL 


FAX NO. 9254238259 


P. 14/23 


The ndvaniages of such a test kit is iJtey supply all of the necessaries to perform the test 
ami obviate the problem of trying to assemble the components in a hasty fashion possibly 
missing essential elements. Kits are also advantageous because they are commerciaUy 
expedieiit" On this poin^ the Examiner's statements seem to suggest that any 
type of kit, which supplies all of the necessary items as well as instiaictions for 
use h\ a airrying case^ would be obvious in light of Whitchcr or Sardisco^ 
irrespective of the particular funclionalilies provided by the kit's component 
parts. 

Contrary to the Examiner's suggestion, MPEP §2143.03 requires an 
exnminatiotTi of all the claim limitations in a claim. In the present invention^ the 
claims specify the particular strucUircs and operations of each of the tools 
provided in the kit, for performing SVhAli sample colleclion, and providing safe 
transport of a SPME collection/sampling device from the field. For example, 
and as previously discussed, the kit of the present invention includes a phu-alily 
of transport tubes for the specific purpose of safely retaining a SPME fiber 
syringe assembly during transport, mid preventing cross-contarnination with 
another SPMH fiber syringe assembly retained in another transport tube. In 
contrast, Sardisco discloses a lest kit for field analysis of plant tissue magnesium 
and calcium, and Whitcher discloses a chemical lest kit for testing the condition 
of water. Bolh the Whitcher and Sardisco references represent non-analogous art 
which do not address the samo issues and operational concerns /para meters 
presented in tlie particular field of tl\e present invention, and therefore do not 
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provide, teach, or suggest the iise of the sairkc or similar kit components ond 
eqiiipmont. 

A4. Claims 2, 9 and 16 are not obvious over Pawliszn or Koehle r 
in view of Reich, and in further view of Whilcher or Sardifico and 
each flcpar«itelv p atentable 

In addition to tl^e aforementioned arguments of non-obviousnesSy it is 
submilled that clain^ 2, 9 and 16 arc separately patentable as being non-obvious 
over Tawliszn or Koehler in view of Keidv and in further view of Whilcher or 
Sardisco, Claim 2 recites U^e addition£»l limilalion of a means for allowing 
sampling of an environment within said transport tubes to determine 
conlainination of tl\c retained SPMR fiber syringe assembly. Oaims 9 and 16 
contain similar language (i.e. a "scptunV in claim 9 and a "seal'' in claim 16), 
MPEP Section 2142 states in part that for a prima facie case of obviousness ''the 
prior art reference (or references when combined) nntst teach or suggest all the claim 
limilaiions/' While the Examiner is correct in stating that, ''the cited art teaches 
SPME fibers within syringe hotisings and septums/' there is no teaching or 
suggestion to incoi-porate a septum with the transport container, Moreover, tl\c 
prior art does not teach or suggest providing a pierceable septum or seal for 
sampling the inner volume within such supplemental transport tube/ container 
to detect if external contamination of (he SPMB sampler itself has occ\irred, As 
previously discussed^ the present invention enables the prevention of cross- 

-10- 


PAGE 15/23 ' RCVD AT 9/312004 5:41:37 PM [Eastern Daylight Time] ' SVR:USPTO-EFXRF-1/0 ' DNIS:8729306 ' CSID:9254238259 ' DURATION (mfn-ssj:11-38 


SEP-03-04 FRI 03:08 PH LABORATORY COUNSEL 


FAX NO. 9254238259 


P. 16/23 


cot\toniinalion, and the septum is used to check against such external 
contaiTunalion of the SPME fiber syringe assembly, 1\\ this manner, the function 
of the fseplvim or set^l in ihe present invention is fundamentally different from 
lhal described in Lhe prior art. 

A5. Claims 4. 14. 15. and 18 are not obvious over Pawlis/.n or 
JKpehler in view of Reich, and in further view of Whitcher or 
Sardisco an d ea ch separately patentable 

Additiormlly, Appellants respectfully submit that claims 4, 14, 15, and 18 
* are separately patentable as being non-obvious over Pawliszn or Koehler in view 
of Reich, ai^d in further view of Wl^itcher or Sardisco. Tliese claims include the 
addilional limitation of a fiber protective cap extTaction tool for removing the 
protective cap from the fiber and reinstalling the protective cap on the fiber. As 
mentioned above, Mi^HP Section 2142 states in part that for a prima facie case of 
obviousness ''the prior art reference (or references when combined) must teach or 
sif finest all the claim limitalions. 

CO NCLUSION 

For the aforementioned rcasoixs. Appellants respectfully submit that 
claims 1-19 distinguish patentably over PawlLszyn or Koehler in view of Reidi 
and Whitcher or Sardisco, and the 103(a) rejections of claims 1-19 are therefore 
inappropriate and should be reversed. 
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Respectfully submitted^ 


Dalcd: l-l^ -^Of By: 



Attorney for Applicarxls 
Registration No. 46,367 


Lawrence Livermore National Lab 
7000 East Averwc, L-703 
Livcrmore, CA 94550 
TEL: (925) 422-7274 
TAX: (925) 423-2231 
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documents submitted by the appUcant. 

* •' 

Defects in the images include but are not limited to the items checked: 

BLACK BORDERS 

IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 
FADED TEXT OR DRAWING 
BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GKVY SCALE DOCUMENTS 

\l LINES OR MARKS ON ORIGINAL DOCUMENT 
U REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: . 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



